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PATENT COOPERATION TR_\TY 



From the INTERNATIONAL BUREAU 



NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing: 

25 January 2001 (25.01.01) 




International application No.: 

PCT/JP00/04609 


Applicant's or agent's file reference: 
JA333696 


International filing date: 

11 July 2000 (11.07.00) 


Priority date: 

15 July 1999(15.07.99) 


Applicant: 

TAKADA, Yasunori et al 



1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International preliminary Examining Authority on: 

26 October 2000 (26.10.00) 



| \ in a notice effecting later election filed with the International Bureau on: 



2. The election I X I was 



j was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of W1PO 


Authorized officer: 


34, chemin des Colombettes 




1211 Geneva 20, Switzerland 


J. Zahra 


Facsimile No.: (41-22)740.14.35 


Telephone No.: (41-22)338.83.38 




PATENT COOPERATION TREATY ^ _ _ 
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INTERNATIONAL PRELIMINARY EXAMIN ATIQr ~ 
(PCT Article 36 and Rule 70) 



>NLREPORT 

•tCH CENTER 1600/2800 



Applicant's or agent's file reference 
JA333696 


SeeNotificationofTransmittaloflntemational Preliminary 
FOR FURTHER ACTION Examination Report (Forrn PCT/IPEA/4 1 6) 


International application No. 

PCT/JP00/04609 


International filing date {day/month/year) 
11 July 2000(11.07.00) 


Priority date (day/month/year) 

15 July 1999(15.07.99) ; 


International Patent Classification (IPC) or national classification and IPC 
A61K 9/70, 9/06, 47/32, 47/18, 45/08, A61P 29/00, 21/02 


Applicant 

HISAMITSU PHARMACEUTICAL CO., INC. 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 



. sheets, including this cover sheet. 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



I 




II 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

26 October 2000 (26. 1 0.00) 


Date of completion of this report 

19 July 2001 (19.07.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP00/04609 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages 

pages ■ 

pages __ 



□ 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



_, filed with the letter of 



1 | the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 

filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
[~~] the language of publication of the international application (under Rule 48.3(b)). 

1 ] the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



4. 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



The amendments have resulted in the cancellation of: 

1 1 the description, pages 

I 1 the claims, Nos. 

I 1 the drawings, sheets/fig 



I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

* ' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70. J 6 
and 70.1 7). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JPOO/04609 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) Claims YES 

Claims ^ 1-12 NO 

Inventive step (IS) Claims — YES 

Claims 1-12 NO 

Industrial applicability (IA) Claims 1-12 YES 

Claims NO 



2. Citations and explanations 

Document 1 [JP, 61-12621, A (Lion Corp.) 21 January 1986 (21.01.86) Claims; page 4, upper 
left column, line 20 to lower left column, line 2; lower right column, lines 2 to 7; page 6, upper 
left column, line 13 to lower right column, line 8 (Family: none)], document 2 [EP, 879597, Al 
(Tsumura & Co.) 25 November 1998 (25.1 1.98) Abstract; page 5, lines 13 to 17; page 6, lines 1 1 
and 12 & WO, 97/28794, Al & JP, 9-208462, A & JP, 9-208463, A & JP, 9-208542, A & US, 
6054484, A], and document 3 [EP, 788794, Al (Tsumura & Co.) 13 August 1997 (13.08.97) 
Abstract; page 4, lines 22 and 23 & WO, 96/04902, Al & US, 5795916, A] describe 
percutaneously absorbable preparations containing an acidic drug in the form of a salt and an 
addition salt of a basic substance such as benzalkonium chloride and the like, and therefore the 
inventions set forth in Claims 1-12 do not appear to be novel. 



Form PCT/ IPEA/409 (Box V) (July 1998) 



^pATENT COOPERATION TFjJ^TY 



From the INTERNATIONAL BUREAU 



PCT 



NOTIFICATION OF RECEIPT OF 
RECORD COPY 

(PCT Rule 24.2(a)) 



To: 



SAEKI, Norio 

9th Floor, Taka-ai Building 
15-2, Nihonbashi 3-chome 
Chuo-ku, Tokyo 103-0027 
JAPON 



Date of mailing (day/month/year) 
09 August 2000 (09.08.00) 


IMPORTANT NOTIFICATION 


Applicant's or agent's file reference 
JA333696 


International application No. 
PCT/JP00/04609 



The applicant is hereby notified that the International Bureau has received the record copy of the international application as 
detailed below. 

Name(s) of the applicant(s) and State(s) for which they are applicants: 

HISAMITSU PHARMACEUTICAL CO., INC. (for all designated States except US) 

TAKADA, Yasunori et al (for US) 

International filing date 1 1 July 2000 (1 1 .07.00) 

Priority date{s) claimed : 15 July 1999 (15.07.99) 
Date of receipt of the record copy 

by the International Bureau 21 July 2000 (21 .07.00) 

List of designated Offices : 



/"RECEIVE^ 



EP :AT,BE,CH,CY,DE,DK,ES,FI,FR,GB,GR,IE,IT,LU,MC,NL,PT,SE 
National :AU,BR,CA,CN,JP,KR,US,VN 



f 



'0 0, 8: 25 S 



" 5fi2 * m 

ATTENTION 

The applicant should carefully check the data appearing in this Notification. In case of any discrepancy between these data 
and the indications in the international application, the applicant should immediately inform the International Bureau. 

In addition, the applicant's attention is drawn to the information contained in the Annex, relating to: 
| X | time limits for entry into the national phase 
| X| confirmation of precautionary designations 
requirements regarding priority documents 



A copy of this Notification is being sent to the receiving Office and to the International Searching Authority. 







| Th International Bur au of WIPO 
34, chemin des Col mbettes 
1211 Geneva 20, Switzerland 

Facsimile No. (41-22) 740.14.35 


Authorized officer: — ^^^^ 
Telephone No. (41-22)338.83.38 



Form PCT/IB/301 (July 1998) 



003454942 



r > 



ANN! 



O FORM PCT/IB/301 




International applicati n No. 

PCT/JP00/04609 



INFORMATION ON TIME LIMITS FOR ENTERING THE NATIONAL PHASE 



The applicant is reminded that the "national phase" must be entered before each of the designated Offices indicated in the 
Notification of Receipt of Record Copy (Form PCT/IB/301) by paying national fees and furnishing translations, as prescribed by 
the applicable national laws. 

The time limit for performing these procedural acts is 20 MONTHS from the priority date or, for those designated States 
which the applicant elects in a demand for international preliminary examination or in a later election, 30 MONTHS from the 
priority date, provided that the election is made before the expiration of 19 months from the priority date. Some designated (or 
elected) Offices have fixed time limits which expire even later than 20 or 30 months from the priority date. In other Offices an 
extension of time or grace period, in some cases upon payment of an additional fee, is available. 

In addition to these procedural acts, the applicant may also have to comply with other special requirements applicable in 
certain Offices. It is the applicant's responsibility to ensure that the necessary steps to enter the national phase are taken in a 
timely fashion. Most designated Offices do not issue reminders to applicants in connection with the entry into the national 
phase. 

For detailed information about the procedural acts to be performed to enter the national phase before each designated 
Office, the applicable time limits and possible extensions of time or grace periods, and any other requirements, see the relevant 
Chapters of Volume II of the PCT Applicant's Guide. Information about the requirements for filing a demand for international 
preliminary examination is set out in Chapter IX of Volume I of the PCT Applicant's Guide. 

GR and ES became bound by PCT Chapter II on 7 September 1996 and 6 September 1997, respectively, and may, therefore, 
be elected in a demand or a later election filed on or after 7 September 1996 and 6 September 1997, respectively, regardless of 
the filing date of the international application. (See second paragraph above.) 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has 
the right to file a demand for international preliminary examination. 



This notification lists only specific designations made under Rule 4.9(a) in the request. It is important to check that these 
designations are correct. Errors in designations can be corrected where precautionary designations have been made under 
Rule 4.9(b). The applicant is hereby reminded that any precautionary designations may be confirmed according to Rule 4.9(c) 
before the expiration of 15 months from the priority date. If it is not confirmed, it will automatically be regarded as withdrawn 
by the applicant. There will be no reminder and no invitation. Confirmation of a designation consists of the filing of a notice 
specifying the designated State concerned (with an indication of the kind of protection or treatment desired) and the payment 
of the designation and confirmation fees. Confirmation must reach the receiving Office within the 15-month time limit. 



For applicants who have not yet complied with the requirements regarding priority documents, the following is recalled. 

Where the priority of an earlier national, regional or international application is claimed, the applicant must submit a copy 
of the said earlier application, certified by the authority with which it was filed ("the priority document") to the receiving Office 
(which will transmit it to the International Bureau) or directly to the International Bureau, before the expiration of 16 months from 
the priority date, provided that any such priority document may still be submitted to the International Bureau before that date of 
international publication of the international application, in which case that document will be considered to have been received 
by the International Bureau on the last day of the 16-month time limit (Rule 17.1(a)). 

Where the priority document is issued by the receiving Office, the applicant may, instead of submitting the priority 
document, request the receiving Office to prepare and transmit the priority document to the International Bureau. Such request 
must be made before the expiration of the 16-month time limit and may be subjected by the receiving Office to the payment 
of a fee (Rule 1 7.1 (b)). 

If the priority document concerned is not submitted to the International Bureau or if the request to the receiving Office 
to prepare and transmit the priority document has not been made (and the corresponding fee, if any, paid) within the applicable 
time limit indicated under the preceding paragraphs, any designated State may disregard the priority claim, provided that no 
designated Office may disregard the priority claim concerned before giving the applicant an opportunity to furnish the priority 
document within a time limit which is reasonable under the circumstances. 

Where several priorities are claimed, the priority date to be considered for the purposes of computing the 16-month time 
limit is the filing date of the earliest application whose priority is claimed. 



CONFIRMATION OF PRECAUTIONARY DESIGNATIONS 



REQUIREMENTS REGARDING PRIORITY DOCUMENTS 



Form PCT/IB/301 (Annex) (July 1998) 



003454942 



RECEIVES: 

Z r- 2.5 5 



Latent cooperation tf^ty 



From the INTERNATIONAL BUREAU 



v «7 



JAmbQ^^p' PCT 



NOTIFICATION CONCERNING 
SUBMISSION OR TRANSMITTAL 
OF PRIORITY DOCUMENT 

(PCT Administrative Instructions, Section 41 1) 



To: 



SAEKl, Norio 

9th Floor, Taka-ai Building 
15-2, Nihonbashi 3-chome 
Chuo-ku, Tokyo 103-0027 
JAPON 



Date of mailing (day/month/year) 

18 September 2000 (18.09.00) 






Applicant's or agent's file reference 
JA333696 


IMPORTANT NOTIFICATION 


International application No. 
PCT/J POO/04609 


International filing date (day/month/year) 

11 July 2000 (11.07.00) | 


International publication date {day/month/year) 
Not yet published 


Priority date (day/month/year) 
15 July 1999(15.07.99) 


Applicant 

HISAMITSU PHARMACEUTICAL CO., INC. et al 



1. The applicant is hereby notified of the date of receipt (except where the letters "NR" appear in the right-hand column) by the 
International Bureau of the priority document(s) relating to the earlier application(s) indicated below. Unless otherwise 
indicated by an asterisk appearing next to a date of receipt, or by the letters "NR", in the right-hand column, the priority 
document concerned was submitted or transmitted to the International Bureau in compliance with Rule 17.1(a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3. An asterisk(*) appearing next to a date of receipt, in the right-hand column, denotes a priority document submitted 
or transmitted to the International Bureau but not in compliance with Rule 17.1(a) or (b). In such a case, the attention 
of the applicant is directed to Rule 17.1(c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
Bureau or which the applicant did not request the receiving Office to prepare and transmit to the International Bureau, 

as provided by Rule 17.1(a) or (b), respectively. In such a case, the attention of the applicant is directed to Rule 17.1(c) which 
provides that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entry into the national phase, to furnish the priority document within a time limit which is reasonable under the 
. circumstances. 



Priority date 



15 July 1999(15.07.99) 



Priority application No. 



11/201340 



Country or regional Office 
or PCT receiving Office 

JP 



Date of receipt 
of priority document 

25 Augu 2000 (25.08.00) 





The International Bureau of WIPO 
34, chemin des Colombettes 
121 1 Geneva 20, Switzerland 

Facsimile No. (41-22) 740.14.35 


Authorized officer 

Sean Taylor 

Telephone No. (41-22) 338.83.38 




Form PCT/IB/304 (July 1998) 




003529572 



ATENT COOPERATION TR^TY 



WO 01/05381 
PCT/JP00/04609 



From the INTERNATIONAL BUREAU 



PCT 



NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1(c), first sentence) 



Date of mailing (day/month/year) 
25 January 2001 (25.01.01) 



To: 



SAEKI, Norio 

9th Floor, Taka-ai Building 
15-2, Nihonbashi 3-chome 
Chuo-ku, Tokyo 103-0027 
JAPON 



/ KcuizfVhLr 



i* 



r*. f — 
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Applicant's or agent's file reference 
JA333696 


IMPORTANT NOTICE 


international application No. 
PCT/JP00/04609 


International filing date (day/month/year) 
11 July 2000(11.07.00) 


Priority date (day/month/year) 
15 July 1999 (15.07.99) 


Applicant 

HISAMITSU PHARMACEUTICAL CO., INC. et al 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

AU,KR,US 



In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 
BR,CA,CN,EP,JP,VN 



The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1 (a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
25 January 2001 (25.01.01) under No. WO 01/05381 



REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

ff the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 



REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 





Authorized officer 




The International Bureau of WIPO 




34, chemin des Colombettes 


J. Zahra 




1211 Geneva 20, Switzerland 




Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338.83.38 




Form PCT/lB/308 (July 1996) 
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ATENT COOPERATION TR^TY 



PCT/J POO/04609 



From the INTERNATIONAL BUREAU 



PCT 



INFORMATION CONCERNING ELECTED 
OFFICES NOTIFIED OF THEIR ELECTION 



(PCT Rule 61.3) 



To: 



SAEKI, Norio 

9th Floor, Taka-ai Building 
15-2, Nihonbashi 3-chome 
Chuo-ku, Tokyo 103-0027 
JAPON 
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Date of mailing (day/month/year) 

25 January 2001 (25.01.01) 






Applicant's or agent's file reference 
JA333696 


IMPORTANT INFORMATION 


International application No. 
PCT/J P00/04609 


International filing date (day/month/year) 
11 July 2000(11.07.00) 


Priority date (day/month/year) 
15 July 1999 (15.07.99) 


Applicant 

HISAMITSU PHARMACEUTICAL CO., INC. et al 



1. The applicant is hereby informed that the International Bureau has, according to Article 31(7), notified each of the following 
Offices of its election: 

EP iAT.BEXH^DE^K^S.FUFR^GB^R^E^IT^U.MC.NUPT.SE 

National :AU,CA,CN,JP,KR,US 

2. The following Offices have waived the requirement for the notification of their election; the notification will be sent to them 
by the International Bureau only upon their request: 

National :BR,VN 

3. The applicant is reminded that he must enter the "national phase" before the expiration of 30 months from the priority date 
before each of the Offices listed above. This must be done by paying the national fee(s) and furnishing , if prescribed, a 
translation of the international application (Article 39(l)(a)), as well as, where applicable, by furnishing a translation of any 
annexes of the international preliminary examination report (Article 36(3)(b) and Rule 74.1). 

Some offices have fixed time limits expiring later than the above-mentioned time limit. For detailed information about the 
applicable time limits and the acts to be performed upon entry into the national phase before a particular Office, see Volume II 
of the PCT Applicant's Guide. 

The entry into the European regional phase is postponed until 31 months from the priority date for all States designated for 
the purposes of obtaining a European patent. 





The International Bureau of WIPO 
34, chemin des Colombettes 
121 1 Geneva 20, Switzerland 

Facsimile No. (41-22) 740.14.35 


Authorized officer: 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/332 (September 1997) 



3780976 
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